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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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3) Q Since tiiis application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election with traverse of Group I, Claims 21 -27 and 30-33 and 
species election Bi213 in the reply filed on 04/03/2008 is acknowledged. The traversal 
is on the ground(s) that Allen nor Denton taken alone or in combination teach usage of 
C595 in radio-immunotherapy as recited in the Claims, especially in a radioconjugate 
where it is bound to an alpha-emitter. This is not found persuasive because Allen et al. 
discloses alpha-immunoconjugates and alpha-protein conjugate, using the alpha- 
emitting radionuclides Bi-213 chelated to targeting antibodies. Denton et al. disclose a 
monoclonal C595 antibody, although it is a single chain antibody, it still reads on the 
claim. Therefore there would be motivation to combine the two compositions for 
increased target specificity for cancer therapy as disclosed in Allen et al. The 
requirement is still deemed proper and is therefore made FINAL. 

2. Claims 28, 29, and 34-43 are withdrawn from further consideration pursuant to 
37 CFR 1 .142(b), as being drawn to a nonelected inventions, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on 04/03/2008. 

3. Claim 24 is withdrawn from further consideration pursuant to 37 CFR 1 .142(b), 
as being drawn to a nonelected species, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in the reply filed 
on 04/03/2008. 

4. Claims 21-23, 25-27 and 30-33 will be examined on the merits. 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 

forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 21 -23, 25-27 and 30-33 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Murray et al. (J of Nuclear Medicine, Vol. 42, pp. 726-732, 2001 ) in 
view of Allen et al. (Critical Reviews in Onc./Hematology, Vol. 39, pp.1 39-1 46, 2001). 

8. The Claims are drawn to a radioimmunoconjugate and radiopharmaceutical 
comprising an alpha-emitting radionuclide (Bi-213) bound to a monoclonal antibody, 
C595. 

9. Murray et al. teach a radioimmunoconjugate comprising the c595 antibody 
labeled with a dual (3- and y- emitting radionuclide to target bladder tumors (see 
Abstract). Murray et al. does not teach an antibody conjugated to an alpha-emitting 
radionuclide (Bi-213). This deficiency is made up for by Allen et al. 
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10. Allen et al. teach alpha-immunoconjugates and alpha-protein conjugates, using 
the alpha-emitting radionuclide Bi-213 chelated to the targeting monoclonal antibodies 
(see p. 140, right column, lines 3-6). The chelating agents used were cDTPAa and 
CHX-A (see section 3.1, p. 142). These conjugates were found to be highly stable, 
specific and cytotoxic in vitro (see Abstract). 

11. It would have been prima facie obvious to one of ordinary skill in the art at the 
time the claimed invention was made to make a radioimmunoconjugate comprising the 
C595 monoclonal antibody and the alpha-emitting radionuclide Bi-213 based on the 
teachings of Allen et al. and Murray et al. One of ordinary skill in the art would have 
been motivated to do so with a reasonable expectation of success by the teachings of 
Allen et al. and Murray et al. because Murray et al. teach radioimmunoconjugates 
comprising radionuclides and the C595 monoclonal antibody and Allen et al. teach 
alpha-emitting radioimmunoconjugates are highly stable, specific and cytotoxic. 

12. The claimed product can be viewed as a composition comprising a combination 
of ingredients known in the art to be useful for the same purpose, i.e. In re Kerkhoven 
analysis (In re Kerkhoven, 626, F.2s 846, 850, 205 USPQ 1069, 1072 (CCPA 1980)). 
The court held that it is obvious to combine two compositions, in order to form a third 
composition, when each of the two compositions is taught by the prior art to be useful 
for the same purpose. The idea of combining them flows logically from their having been 
individually taught in the prior art (MPEP 2144.06). Both Allen et al. and Murray et al. 
teach compositions for the use of cancer therapy. 
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Conclusion 

13. Claims 21-23, 25-27 and 30-33 are rejected. 

14. No claim is allowed. 

1 5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MEERA NATARAJAN whose telephone number is 
(571)270-3058. The examiner can normally be reached on Monday-Thursday, 9:30AM- 
7:00PM, ALT. Friday. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



MN 
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